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after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 
Response to Arguments 

Applicant's arguments, filed January 26, 2004, that the 35 U.S.C. 103 rejection of claims 
1-2 and 4-7 as being unpatentable over Wilson (US 6,425,898) in view of Truckai (US 
5,176,660) and the 35 U.S.C. 103 rejection of claims 8-9 and 1 1-15 as being unpatentable over 
Wilson (US 6,425,898) in view of Kocak (US 4,705,51 1) are invalid, since Wilson was used as a 
102(e) date, and a statement was provided by the applicant, that the Wilson patent and the 
current invention were commonly owned at the time the invention was made. These arguments 
have been fully considered and are persuasive. The rejection of claims 1-2, 4-9, and 1 1-15 has 
been withdrawn. 

Claim Rejections - 35 USC§ 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-2, 4-9, and 1 1-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "the self-expanding stent" in line 5. There is insufficient 
antecedent basis for this limitation in the claim. Although a self-expanding stent is mentioned in 
the preamble, it is mentioned as intended use language, therefore, a self-expanding stent has not 
yet been positively claimed. It is suggested to change "the self-expanding stent" to recite —a 
self-expanding stent-. Claims 2 and 4-7 depend upon claim 1 and inherit all problems 
associated with the claim. 
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Claim 8 recites the limitation "the self-expanding stent" in lines 5-6. There is insufficient 
antecedent basis for this limitation in the claim. Although a self-expanding stent is mentioned in 
the preamble, it is mentioned as intended use language, therefore, a self-expanding stent has not 
yet been positively claimed. It is suggested to change "the self-expanding stent" to recite -a 
self-expanding stent--. Claims 9 and 11-15 depend upon claim 1 and inherit all problems 
associated with the claim. 

Claim Objections 

Claim 4 is objected to because of the following informalities: Claim 4 recites, "The 
delivery apparatus for a self-expanding stent according to claim 4". It is improper for a claim to 
depend upon itself Appropriate correction is required. 

Claim Rejections - 35 USC§ 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 2, and 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wilson et al. (EP 1 025 813) in view of Gerdts (US 6,689,120 Bl). Referring to claim 1, Wilson 
discloses a delivery apparatus (1) for a self-expanding stent (50) comprising a shaft (10) having a 
guidewire lumen (28), a stent bed (24), a sheath (40) having an enlarged section (44) coaxial 
with the stent bed, the sheath (40) including an inner polymeric layer (48), an outer polymeric 
layer (72), and a wire reinforcement layer (70). Wilson discloses a delivery apparatus with a 
wire reinforced sheath substantially as claimed, wherein the wires may have cross-sectional 
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shapes other than circular (col. 10, lines 13-16), however does not explicitly disclose rectangular 
shaped cross sections. Gerdts teaches in the same field of self-expanding stent delivery 
apparatuses (16), a sheath (18) having a wire reinforcement layer (44) with rectangular cross- 
sections as an alternative to circular, in order to increase the stiffness of the sheath to prevent 
kinking, while also minimizing the profile for easy insertion (col.3, lines 1-10; col.5, lines 49-65; 
col.7, lines 28-42). It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to combine Wilson's wire reinforced sheath with Gerdts' s geometric 
teaching of using flat rectangular wires within the sheaths, in order to provide reinforcement to 
prevent kinking while also minimizing profile for easy delivery. 

Referring to claim 2, Wilson discloses a reinforcement layer (70), which extends between 
the inner and outer layers (fig. 8). 

Referring to claim 4, Wilson discloses wires made of stainless steel (col. 9, lines 40-41) 
and having any dimension (col. 10, lines 13-16). 

Referring to claim 5, Wilson has shown a wire arranged in a braided configuration (fig. 8; 
col.9, lines 27-31). 

Referring to claims 6 and 7, Wilson discloses an inner polymeric layer comprising PTFE 
and an outer layer comprising NYLON (col.9, lines 37-41; col.10, lines 49-51). 

It is noted to the applicant, that the above Wilson patent qualifies and is being used based 
on a 102(a) date, therefore may be used in a 103 rejection, even though they may have been 
commonly owned at the time the invention was made. 
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Claims 1, 2, 4-9, and 1 1-15 are rejected under 35 U.S. C. 103(a) as being unpatentable 
over Raeder-Devens et al. (US 6,726,712 Bl) in view of Gerdts (US 6,689,120 Bl). Referring to 
claims 1 and 8, Raeder-Devens discloses a delivery apparatus for a self-expanding stent (col.3, 
lines 26-29) comprising a shaft (40) having a guidewire lumen (fig.2), a stent bed (42), a sheath 
(18) having an enlarged section (larger diameter at distal end than at medial or proximal end, 
col.4, lines 28-34; col.5, lines 65-69; col.6, lines 4-6, 22-25) coaxial with the stent bed, the 
sheath (18) including an inner polymeric layer (46), a lubricious coating on the inner polymeric 
layer (col.5, lines 32-36), an outer polymeric layer (48+50+52), and a wire reinforcement layer 
(34). Raeder-Devens discloses a delivery apparatus with a wire reinforced sheath substantially as 
claimed, however does not disclose rectangular shaped wires. Gerdts teaches in the same field of 
self-expanding stent delivery apparatuses (16), a sheath (18) having a wire reinforcement layer 
(44) with rectangular cross-sections as an alternative to circular, in order to increase the stiffness 
of the sheath to prevent kinking, while also minimizing the profile for easy insertion (col.3, lines 
1-10; col.5, lines 49-65; col.7, lines 28-42). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to combine Raeder-Devens wire reinforced 
sheath with Gerdts' s geometric teaching of using flat rectangular wires within the sheaths, in 
order to provide reinforcement to prevent kinking while also minimizing profile for easy 
delivery. 

Referring to claims 2 and 9, Raeder-Devens discloses a reinforcement layer (34), which 
extends between the inner (46) and outer (48) layers (fig.2). 

Referring to claims 4 and 11, Raeder-Devens discloses wires made of stainless steel and 
having any dimension (col.5, lines 39-47). 
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Referring to claims 5 and 12, Raeder-Devens has shown a wire (34) arranged in a braided 
configuration (fig.2; col.5, lines 39-41). 

Referring to claims 6-7 and 13-15, Raeder-Devens discloses an inner polymeric layer 
comprising PTFE (col.5, lines 14-16, 31-34), an outer layer comprising NYLON (coL5, lines 53- 
56; col. 6, lines 31-39), and a coating comprising silicone (col.5, lines 33-37). 

Claims 1, 2, and 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Duerig et al. (US 6,287,329 (Bl) in view of Gerdts (US 6,689,120 Bl). Referring to claim 1, 
Duerig discloses a delivery apparatus for a self-expanding stent (col. 1 , lines 5-9) comprising a 
shaft (510) having a guidewire lumen (fig.9), a stent bed, a sheath (540) having an enlarged 
section (542; col.6, lines 56-67; col.7, lines 5-10) coaxial with the stent bed, the sheath (540) 
including an inner polymeric layer, an outer polymeric layer, and a wire reinforcement layer 
(sheath 540 being equivalent to sheath 40, col.5, lines 14-29). Duerig discloses a delivery 
apparatus with a wire reinforced sheath substantially as claimed, however does not disclose 
rectangular shaped wires. Gerdts teaches in the same field of self-expanding stent delivery 
apparatuses (16), a sheath (18) having a wire reinforcement layer (44) with rectangular cross- 
sections as an alternative to circular, in order to increase the stiffness of the sheath to prevent 
kinking, while also minimizing the profile for easy insertion (col.3, lines 1-10; col.5, lines 49-65; 
col.7, lines 28-42). It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to combine Duerig' s wire reinforced sheath with Gerdts' s geometric 
teaching of using flat rectangular wires within the sheaths, in order to provide reinforcement to 
prevent kinking while also minimizing profile for easy delivery. 
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Referring to claim 2, Duerig discloses a reinforcement layer, which extends between the 
inner and outer layers (fig.9; col.5, lines 13-29). 

Referring to claim 4, Duerig discloses wires made of stainless steel and having any 
dimension (col.5, lines 13-29). 

Referring to claim 5, Duerig discloses a wire arranged in a braided configuration (fig.9; 
col. 5, lines 13-29). 

Referring to claims 6-7, Duerig discloses an inner polymeric layer comprising PTFE, and 
an outer layer comprising NYLON (col.5, lines 13-29). 

Claims 8, 9, and 1 1-15 are rejected under 35 U.S. C. 103(a) as being unpatentable over 
Duerig et al. (US 6,287,329 (Bl) in view of Gerdts (US 6,689,120 Bl) and Raeder-Devens et al. 
(US 6,726,713 Bl). Referring to claims 8 and 15, Duerig discloses a delivery apparatus for a 
self-expanding stent (col.l, lines 5-9) comprising a shaft (510) having a guidewire lumen (fig.9), 
a stent bed, a sheath (540) having an enlarged section (542; col.6, lines 56-67; col.7, lines 5-10) 
coaxial with the stent bed, the sheath (540) including an inner polymeric layer, an outer 
polymeric layer, and a wire reinforcement layer (sheath 540 being equivalent to sheath 40, col.5, 
lines 14-29). Duerig discloses a delivery apparatus with a composite outer sheath with a wire 
reinforcement layer substantially as claimed, however does not disclose rectangular shaped wires 
and does not disclose a coating on the inner polymeric layer. Gerdts teaches in the same field of 
self-expanding stent delivery apparatuses (16), a composite sheath (18) having a wire 
reinforcement layer (44) with rectangular cross-sections as an alternative to circular, in order to 
increase the stiffness of the sheath to prevent kinking, while also minimizing the profile for easy 
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insertion (col.3, lines 1-10; col.5, lines 49-65; col.7, lines 28-42). Raeder-Devens also teaches in 
the same field of self-expanding stent delivery apparatuses, use of a silicone coating on an inner 
polymeric layer of composite sheaths, in order to provide a lubricious, low friction surface 
adjacent the stent, in order to facilitate easy of displacement (col. 5, lines 33-37; col.7, lines 18- 
20). It would have been obvious to one having ordinary skill in the art at the time the invention 
was made to combine Duerig' s wire reinforced sheath with Gerdts's geometric teaching of using 
flat rectangular wires within the sheaths, in order to provide reinforcement to prevent kinking 
while also minimizing profile for easy delivery and Raeder-Devens teaching of providing a 
silicone coating on the inner polymeric layer, in order to provide a lubricious, low friction 
surface adjacent the stent, in order to facilitate easy of displacement. 

Referring to claim 9, Duerig discloses a reinforcement layer, which extends between the 
inner and outer layers (fig.9; col.5, lines 13-29). 

Referring to claim 1 1 , Duerig discloses wires made of stainless steel and having any 
dimension (col.5, lines 13-29). 

Referring to claim 12, Duerig discloses a wire arranged in a braided configuration (fig.9; 
col.5, lines 13-29). 

Referring to claims 13-14, Duerig discloses an inner polymeric layer comprising PTFE, 
and an outer layer comprising NYLON (col.5, lines 13-29). 



Application/Control Number: 09/884,728 
Art Unit: 3738 



Page 9 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (703) 305-2812. The 
examiner can normally be reached on Monday through Friday from 7:30am to 5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott, can be reached on 308-21 1 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Cheryl Miller 




